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DETAILED ACTION 

Examiner acknowledges receipt of amendment and remarks filed 4/23/07. Claims 28 
and 52 are amended. Claims 1-85 are pending. Claims 1-27, 31-37, 45, 50, 51 and 55-85 are 
withdrawn from consideration. 

Response to Arguments 
Previous rejections that are not reiterated herein are withdrawn. 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

3. Claims 28-30, 38-44, 46-49 and 54-54 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the ortho ester moiety generally represented 
in claim 52 with R 4 's defined as noted in claim 52, does not reasonably provide enablement for a 
moiety of the type represented in claim 28 where the oxygen atom is bonded to any carbon 
containing species. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention commensurate 
in scope with these claims. This is scope of enablement. 
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Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized in Ex parte Forman , 230 USPQ 546 (BPAI 1986) and 
reiterated by the Court of Appeals in In re Wands , 8 USPQ2nd 1400 at 1404 (CAFC 1988). The 
factors to be considered in determining whether undue experimentation is required include: (1) 
the quantity of experimentation necessary, (2) the amount of direction presented, (3) the presence 
or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. While all the factors are considered, a sufficient number of the factors are 
discussed below for a prima facie case. 

The Nature of the Invention : The invention in generic claim 28 is directed to a polymer 
that has the structure depicted in the claim 28 as 

where Poly, X, z, a, R 1 and R 2 are all defined, and where the oxygen is attached to any carbon 
containing moiety. 

The amount of guidance or direction presented : Specific ortho ester moiety as 

represented by does not include all the possibilities of the moiety when the 

oxygen is bonded to all carbon-containing moieties. For example, the polymers listed in 
paragraph [0196] of the published application do not meet the full scope of the polymer recited 
in claim 28 so that every polymer within the scope of the polymer in claim 28 is not enabled. It 
is noted that, the Federal Circuit in "In re Wright" held that "the specification must teach those 
skilled in the art how to make and use the full scope of the claimed invention without undue 
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experimentation." In the present case, the specification does not teach how to make and use the 
full scope of the invention in the polymer of claim 28. 

Quantity of Experimentation : Therefore, since guidance is limited to the polymers 
disclosed/listed in the specification and not to the full scope of the polymer of the claim 28, it 
would require undue experimentation on the artisan to practice the full scope of the invention. 

Specifically, the moiety, 



moiety bonded to the oxygen atoms. Since what is disclosed does not meet the full scope of 
what is claimed, the scope of enablement provided to one skilled in the art by the disclosure is 
not commensurate with the scope of protection sought by the claims. 

Thus in view of the above, it is noted that the claims are broader than what is disclosed to 
the polymer of claim 28 and specifically with respect to the ortho ester moiety 



^ and one skilled in the art is not enabled to practice the full scope of the claimed 
invention without undue experimentation. 

The rejection can be overcome by replacing moieties in claim 54, which is 




is open-ended requiring the ortho ester to have any carbon-containing 





of claim 28. 
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4. Claims 28-30, 38-44, 46-49 and 52-54 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

9- 

$- 

The meets and bounds of in the polymer of claim 28 is not known. 




The claims are examined as having the polymer having as the ortho ester 

moiety where R4 is an alkyl group having 1-6 carbons, methyl or ethyl ortho acetate, low 
molecular weight ortho esters that are commercially available (see Bergstrom at page 4, lines 11- 
35) 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 28-30, 38-42, 46, 47, 49, 52 and 53 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bergstrom et al. (WO 99/32424). 

Bergstrom discloses ortho ester based surfactants where ortho ester linkages (page 1, 
lines 3-8) connect the hydrophobic and hydrophilic parts; the ortho ester portion is represented 
by formula (II) (page 4, lines 13-16 representing the moiety of claims 52, 53, 28. The 
hydrophilic part of the molecule is derived from polyethylene glycols that are end-capped having 
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molecular weight of between 100 and 2000 (page 5, lines 9-14) meeting the "Poly — " of the 
polymer of claims 28, 38-41 , 46, 47 and 48. Therefore, Bergstrom meets the claims. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 28, 42-44 and 54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bergstrom et al. (WO 99/32424) in view of Hunter et al. (US 5763538) and Baker (US 
5,634,971). 

Bergstrom is described above. Regarding claim 54, which is directed to cyclic form of 
the ortho ester moiety, it is noted that one ortho ester can be used in place of the other and expect 
both polymers, one with the moiety of Bergstrom and the other having another moiety such as 
the cyclic ortho ester, to be drug delivery vehicles and other uses. The polyethylene glycol 
portion of the polymer of Bergstrom is end-capped with alkyl groups such as methyl and ethyl. 
Bergstrom does not cap the polyethylene glycol with alkoxy groups as is recited in claims 42-44. 
However, it is known in the art that alkyl, such as methyl and alkoxy such as ethoxy and 
methoxy are used to end-cap polyethylene glycol and the teachings of Hunter and Baker; Hunter 
teaches polyethylene glycol that is end-capped with methoxy or ethoxy (column 2, lines 44 and 
45; claims 5 and 7); Baker teaches end-capping polyethylene glycol with methyl groups. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use the polymer of Bergstrom having methyl end-capped polyethylene glycol. One 
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having ordinary skill in the art would have used alkoxy-end-capped polyethylene glycol and 
expect the effects of both polymers to be unaltered in the delivery of active agents. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594, 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Blessing Fubara - 
Patent Examiner 
Tech. Center 1600 




